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SOURCE: 656 FR 50367, Aug. 17, 2000, unless
otherwise noted.

Subpart A—General Provisions

§162.100 Applicability.

Covered entities (as defined in
§160.103 of this subchapter) must com-
ply with the applicable requirements of
this part.

§162.103 Definitions.

For purposes of this part, the fol-
lowing definitions apply:

Code set means any set of codes used
to encode data elements, such as tables
of terms, medical concepts, medical di-
agnostic codes, or medical procedure
codes. A code set includes the codes
and the descriptors of the codes.

Code set maintaining organization
means an organization that creates and
maintains the code sets adopted by the
Secretary for use in the transactions
for which standards are adopted in this

part.
Data condition means the rule that
describes the circumstances under

which a covered entity must use a par-
ticular data element or segment.

Data content means all the data ele-
ments and code sets inherent to a
transaction, and not related to the for-
mat of the transaction. Data elements
that are related to the format are not
data content.

Data element means the smallest
named unit of information in a trans-
action.

Data set means a semantically mean-
ingful unit of information exchanged
between two parties to a transaction.

Descriptor means the text defining a
code.

Designated standard maintenance orga-
nization (DSMO) means an organization
designated by the Secretary under
§162.910(a).

Direct data entry means the direct
entry of data (for example, using dumb
terminals or web browsers) that is im-
mediately transmitted into a health
plan’s computer.

Format refers to those data elements
that provide or control the enveloping
or hierarchical structure, or assist in
identifying data content of, a trans-
action.

§162.404

HCPCS stands for the Health [Care
Financing Administration] Common
Procedure Coding System.

Maintain or maintenance refers to ac-
tivities necessary to support the use of
a standard adopted by the Secretary,
including technical corrections to an
implementation specification, and en-
hancements or expansion of a code set.
This term excludes the activities re-
lated to the adoption of a new standard
or implementation specification, or
modification to an adopted standard or
implementation specification.

Maximum defined data set means all
of the required data elements for a par-
ticular standard based on a specific im-
plementation specification.

Segment means a group of related
data elements in a transaction.

Standard transaction means a trans-
action that complies with the applica-
ble standard adopted under this part.

[66 FR 50367, Aug. 17, 2000, as amended at 68
FR 8374, Feb. 20, 2003]

Subparts B-C [Reserved]
Subpart  D—Standard

Health Identifier for
Care Providers

Unique
Health

SOURCE: 69 FR 3468, Jan. 23, 2004, unless
otherwise noted.

§162.402 Definitions.

Covered health care provider means a
health care provider that meets the
definition at paragraph (3) of the defi-
nition of ‘‘covered entity’’ at §160.103 of
this subchapter.

§162.404 Compliance dates of the im-
plementation of the standard
unique health identifier for health
care providers.

(a) Health care providers. A covered
health care provider must comply with
the implementation specifications in
§162.410 no later than May 23, 2007.

(b) Health plans. A health plan must
comply with the implementation speci-
fications in §162.412 no later than one
of the following dates:

(1) A health plan that is not a small
health plan—May 23, 2007.

(2) A small health plan—May 23, 2008.
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§162.406

(c) Health care clearinghouses. A
health care clearinghouse must comply
with the implementation specifications
in §162.414 no later than May 23, 2007.

§162.406 Standard unique health iden-
tifier for health care providers.

(a) Standard. The standard unique
health identifier for health care pro-
viders is the National Provider Identi-
fier (NPI). The NPI is a 10-position nu-
meric identifier, with a check digit in
the 10th position, and no intelligence
about the health care provider in the
number.

(b) Required and permitted uses for the
NPI. (1) The NPI must be used as stated
in §162.410, §162.412, and §162.414.

(2) The NPI may be used for any
other lawful purpose.

§162.408 National Provider System.

National Provider System. The Na-
tional Provider System (NPS) shall do
the following:

(a) Assign a single, unique NPI to a
health care provider, provided that—

(1) The NPS may assign an NPI to a
subpart of a health care provider in ac-
cordance with paragraph (g); and

(2) The Secretary has sufficient infor-
mation to permit the assignment to be
made.

(b) Collect and maintain information
about each health care provider that
has been assigned an NPI and perform
tasks necessary to update that infor-
mation.

(c) If appropriate, deactivate an NPI
upon receipt of appropriate informa-
tion concerning the dissolution of the
health care provider that is an organi-
zation, the death of the health care
provider who is an individual, or other
circumstances justifying deactivation.

(d) If appropriate, reactivate a de-
activated NPI upon receipt of appro-
priate information.

(e) Not assign a deactivated NPI to
any other health care provider.

(f) Disseminate NPS information
upon approved requests.

(g) Assign an NPI to a subpart of a
health care provider on request if the
identifying data for the subpart are
unique.

45 CFR Subtitle A (10-1-08 Edition)

§162.410 Implementation specifica-
tions: Health care providers.

(a) A covered entity that is a covered
health care provider must:

(1) Obtain, by application if nec-
essary, an NPI from the National Pro-
vider System (NPS) for itself or for any
subpart of the covered entity that
would be a covered health care provider
if it were a separate legal entity. A
covered entity may obtain an NPI for
any other subpart that qualifies for the
assignment of an NPI.

(2) Use the NPI it obtained from the
NPS to identify itself on all standard
transactions that it conducts where its
health care provider identifier is re-
quired.

(3) Disclose its NPI, when requested,
to any entity that needs the NPI to
identify that covered health care pro-
vider in a standard transaction.

(4) Communicate to the NPS any
changes in its required data elements
in the NPS within 30 days of the
change.

(5) If it uses one or more business as-
sociates to conduct standard trans-
actions on its behalf, require its busi-
ness associate(s) to use its NPI and
other NPIs appropriately as required
by the transactions that the business
associate(s) conducts on its behalf.

(6) If it has been assigned NPIs for
one or more subparts, comply with the
requirements of paragraphs (a)(2)
through (a)(b) of this section with re-
spect to each of those NPIs.

(b) A health care provider that is not
a covered entity may obtain, by appli-
cation if necessary, an NPI from the
NPS.

§162.412 Implementation
tions: Health plans.

(a) A health plan must use the NPI of
any health care provider (or subpart(s),
if applicable) that has been assigned an
NPI to identify that health care pro-
vider on all standard transactions
where that health care provider’s iden-
tifier is required.

(b) A health plan may not require a
health care provider that has been as-
signed an NPI to obtain an additional
NPI.

specifica-
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§162.414 Implementation specifica-
tions: Health care clearinghouses.

A health care clearinghouse must use
the NPI of any health care provider (or
subpart(s), if applicable) that has been
assigned an NPI to identify that health
care provider on all standard trans-
actions where that health care pro-
vider’s identifier is required.

Subpart E [Reserved]

Subpart F—Standard Unique
Employer Identifier

SOURCE: 67 FR 38020, May 31, 2002, unless
otherwise noted.

§162.600 Compliance dates of the im-
plementation of the standard
unique employer identifier.

(a) Health care providers. Health care
providers must comply with the re-
quirements of this subpart no later
than July 30, 2004.

(b) Health plans. A health plan must
comply with the requirements of this
subpart no later than one of the fol-
lowing dates:

(1) Health plans other than small health
plans—July 30, 2004.

(2) Small health plans—August 1, 2005.

(c) Health care clearinghouses. Health
care clearinghouses must comply with
the requirements of this subpart no
later than July 30, 2004.

§162.605 Standard unique employer
identifier.

The Secretary adopts the EIN as the
standard unique employer identifier
provided for by 42 U.S.C. 1320d-2(b).

§162.610 Implementation
tions for covered entities.

(a) The standard unique employer
identifier of an employer of a par-
ticular employee is the EIN that ap-
pears on that employee’s IRS Form W-
2, Wage and Tax Statement, from the
employer.

(b) A covered entity must use the
standard unique employer identifier
(EIN) of the appropriate employer in
standard transactions that require an
employer identifier to identify a person
or entity as an employer, including
where situationally required.

specifica-

§162.910

(c) Required and permitted uses for
the Employer Identifier.

(1) The Employer Identifier must be
used as stated in §162.610(b).

(2) The Employer Identifier may be
used for any other lawful purpose.

[67 FR 38020, May 31, 2002, as amended at 69
FR 3469, Jan. 23, 2004]

Subparts G-H [Reserved]

Subpart I—General Provisions for
Transactions

§162.900 Compliance dates for trans-
action standards and code sets.

(a) Small health plans. All small
health plans must comply with applica-
ble requirements of subparts I through
R of this part no later than October 16,
2003.

(b) Covered entities that timely sub-
mitted a compliance plan. Any covered
entity, other than a small health plan,
that timely submitted a compliance
plan with the Secretary under the pro-
visions of section 2 of Pub. L. 107-105,
115 Stat. 1003 (ASCA) must comply
with the applicable requirements of
subparts I through R of this part no
later than October 16, 2003.

(c) Covered entities that did not timely
submit a compliance plan. Any covered
entity, other than a small health plan,
that did not timely submit a compli-
ance plan under the provisions of sec-
tion 2 of Pub. L. 107-105, 115 Stat. 1003
(ASCA) must comply with the applica-
ble requirements of subparts I through
R of this part—

(1) Beginning on October 16, 2002, and
ending on October 15, 2003—

(i) For the corresponding time period;
or

(ii) For the time period beginning on
October 16, 2003.

(2) Beginning on and after October 16,
2003, for the corresponding time period.

[68 FR 8396, Feb. 20, 2003]

§162.910 Maintenance of standards
and adoption of modifications and
new standards.

(a) Designation of DSMOs. (1) The Sec-
retary may designate as a DSMO an or-
ganization that agrees to conduct, to
the satisfaction of the Secretary, the
following functions:
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§162.915

(i) Maintain standards adopted under
this subchapter.

(ii) Receive and process requests for
adopting a new standard or modifying
an adopted standard.

(2) The Secretary designates a DSMO
by notice in the FEDERAL REGISTER.

(b) Maintenance of standards. Mainte-
nance of a standard by the appropriate
DSMO constitutes maintenance of the
standard for purposes of this part, if
done in accordance with the processes
the Secretary may require.

(c) Process for modification of existing
standards and adoption of new standards.
The Secretary considers a rec-
ommendation for a proposed modifica-
tion to an existing standard, or a pro-
posed new standard, only if the rec-
ommendation is developed through a
process that provides for the following:

(1) Open public access.

(2) Coordination with other DSMOs.

(3) An appeals process for each of the
following, if dissatisfied with the deci-
sion on the request:

(i) The requestor of the proposed
modification.

(ii) A DSMO that participated in the
review and analysis of the request for
the proposed modification, or the pro-
posed new standard.

(4) Expedited process to address con-
tent needs identified within the indus-
try, if appropriate.

(5) Submission of the recommenda-
tion to the National Committee on
Vital and Health Statistics (NCVHS).

§162.915 Trading partner agreements.

A covered entity must not enter into
a trading partner agreement that
would do any of the following:

(a) Change the definition, data condi-
tion, or use of a data element or seg-
ment in a standard.

(b) Add any data elements or seg-
ments to the maximum defined data
set.

(c) Use any code or data elements
that are either marked ‘‘not used” in
the standard’s implementation speci-
fication or are not in the standard’s
implementation specification(s).

(d) Change the meaning or intent of
the standard’s implementation speci-
fication(s).

45 CFR Subtitle A (10-1-08 Edition)

§162.920 Availability of implementa-
tion specifications.

A person or an organization may di-
rectly request copies of the implemen-
tation standards described in subparts
I through R of this part from the pub-
lishers listed in this section. The Direc-
tor of the Office of the Federal Register
approves the implementation specifica-
tions described in this section for in-
corporation by reference in subparts I
through R of this part in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The implementation specifications de-
scribed in this paragraph are also
available for inspection by the public
at the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard, Bal-
timore, Maryland 21244 or at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/
code of federal regulations/
ibr locations.html. Copy requests must
be accompanied by the name of the
standard, number, if applicable, and
version number. Implementation speci-
fications are available for the following
transactions:

(a) ASC XI2N specifications. The im-
plementation specifications for ASC
X12N standards may be obtained from
the Washington Publishing Company,
PMB 161, 5284 Randolph Road, Rock-
ville, MD, 20852-2116; Telephone (301)
949-9740; and FAX: (301) 949-9742. They
are also available through the Wash-
ington Publishing Company on the
Internet at http:/www.wpc-edi.com/. The
transaction implementation specifica-
tions are as follows:

(1) The ASC X12N 837—Health Care
Claim: Dental, Version 4010, May 2000,
Washington Publishing Company,
004010X097 and Addenda to Health Care
Claim: Dental, Version 4010, October
2002, Washington Publishing Company,
004010X097A1, as referenced in §162.1102
and §162.1802.

(2) The ASC X12N 837—Health Care
Claim: Professional, Volumes 1 and 2,
Version 4010, May 2000, Washington
Publishing Company, 004010X098 and
Addenda to Health Care Claim: Profes-
sional, Volumes 1 and 2, Version 4010,
October 2002, Washington Publishing
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Company, 004010X098A1, as referenced
in §162.1102 and §162.1802.

(3) The ASC X12N 837—Health Care
Claim: Institutional, Volumes 1 and 2,
Version 4010, May 2000, Washington
Publishing Company, 004010X096 and
Addenda to Health Care Claim: Institu-
tional, Volumes 1 and 2, Version 4010,
October 2002, Washington Publishing
Company, 004010X096A1 as referenced in
§162.1102 and §162.1802.

(4) The ASC XI12N 835—Health Care
Claim Payment/Advice, Version 4010,
May 2000, Washington Publishing Com-
pany, 004010X091, and Addenda to
Health Care Claim Payment/Advice,
Version 4010, October 2002, Washington
Publishing Company, 004010X091A1 as
referenced in §162.1602.

(5) ASC XI12N 834—Benefit Enroll-
ment and Maintenance, Version 4010,
May 2000, Washington Publishing Com-
pany, 004010X095 and Addenda to Ben-
efit Enrollment and Maintenance,
Version 4010, October 2002, Washington
Publishing Company, 004010X095A1, as
referenced in §162.1502.

(6) The ASC XI12N 820—Payroll De-
ducted and Other Group Premium Pay-
ment for Insurance Products, Version
4010, May 2000, Washington Publishing
Company, 004010X061, and Addenda to
Payroll Deducted and Other Group Pre-
mium Payment for Insurance Products,
Version 4010, October 2002, Washington
Publishing Company, 004010X061A1, as
referenced in §162.1702.

(7) The ASC XI12N 278—Health Care
Services Review—Request for Review
and Response, Version 4010, May 2000,
Washington Publishing Company,
004010X094 and Addenda to Health Care
Services Review—Request for Review
and Response, Version 4010, October
2002, Washington Publishing Company,
004010X094A1, as referenced in §162.1302.

(8) The ASC X12N-276/277 Health Care
Claim Status Request and Response,
Version 4010, May 2000, Washington
Publishing Company, 004010X093 and
Addenda to Health Care Claim Status
Request and Response, Version 4010,
October 2002, Washington Publishing
Company, 004010X093A1, as referenced
in §162.1402.

(99 The ASC XI12N 270/271—Health
Care Eligibility Benefit Inquiry and
Response, Version 4010, May 2000,
Washington Publishing Company,

§162.923

004010X092 and Addenda to Health Care
Eligibility Benefit Inquiry and Re-
sponse, Version 4010, October 2002,
Washington Publishing Company,
004010X092A1, as referenced in §162.1202.

(b) Retail pharmacy specifications. The
implementation specifications for re-
tail pharmacy standards may be ob-
tained for a fee from the National
Council for Prescription Drug Pro-
grams (NCPDP), 9240 E. Raintree Drive,
Scottsdale, AZ 85260; Telephone (480)
477-1000; and FAX (480) 767-1042. They
may also be obtained through the
Internet at http:/www.ncpdp.org. The
transaction implementation specifica-
tions are as follows:

(1) The Telecommunication Standard
Implementation Guide Version 5, Re-
lease 1 (Version 5.1), September 1999,
National Council for Prescription Drug

Programs, as referenced in §162.1102,
§162.1202, §162.1302, §162.1602, and
§162.1802.

(2) The Batch Standard Batch Imple-
mentation Guide, Version 1, Release 1
(Version 1.1), January 2000, supporting
Telecommunication Standard Imple-
mentation Guide, Version 5, Release 1
(Version 5.1) for the NCPDP Data
Record in the Detail Data Record, Na-
tional Council for Prescription Drug
Programs, as referenced in §162.1102,
§162.1202, §162.1302, and § 162.1802.

(3) The National Council for Prescrip-
tion Drug Programs (NCPDP) equiva-
lent NCPDP Batch Standard Batch Im-
plementation Guide, Version 1, Release
0, February 1, 1996, as referenced in
§162.1102, §162.1202, §162.1602, and
§162.1802.

[68 FR 8396, Feb. 20, 2003, as amended at 69
FR 18803, Apr. 9, 2004]

§162.923 Requirements for covered en-
tities.

(a) General rule. Except as otherwise
provided in this part, if a covered enti-
ty conducts with another covered enti-
ty (or within the same covered entity),
using electronic media, a transaction
for which the Secretary has adopted a
standard under this part, the covered
entity must conduct the transaction as
a standard transaction.

(b) Ezception for direct data entry
transactions. A health care provider
electing to use direct data entry of-
fered by a health plan to conduct a
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§162.925

transaction for which a standard has
been adopted under this part must use
the applicable data content and data
condition requirements of the standard
when conducting the transaction. The
health care provider is not required to
use the format requirements of the
standard.

(c) Use of a business associate. A cov-
ered entity may use a business asso-
ciate, including a health care clearing-
house, to conduct a transaction cov-
ered by this part. If a covered entity
chooses to use a business associate to
conduct all or part of a transaction on
behalf of the covered entity, the cov-
ered entity must require the business
associate to do the following:

(1) Comply with all applicable re-
quirements of this part.

(2) Require any agent or subcon-
tractor to comply with all applicable
requirements of this part.

§162.925 Additional requirements for
health plans.

(a) General rules. (1) If an entity re-
quests a health plan to conduct a
transaction as a standard transaction,
the health plan must do so.

(2) A health plan may not delay or re-
ject a transaction, or attempt to ad-
versely affect the other entity or the
transaction, because the transaction is
a standard transaction.

(3) A health plan may not reject a
standard transaction on the basis that
it contains data elements not needed or
used by the health plan (for example,
coordination of benefits information).

(4) A health plan may not offer an in-
centive for a health care provider to
conduct a transaction covered by this
part as a transaction described under
the exception provided for in
§162.923(b).

(5) A health plan that operates as a
health care clearinghouse, or requires
an entity to use a health care clearing-
house to receive, process, or transmit a
standard transaction may not charge
fees or costs in excess of the fees or
costs for normal telecommunications
that the entity incurs when it directly
transmits, or receives, a standard
transaction to, or from, a health plan.

(b) Coordination of benefits. If a health
plan receives a standard transaction
and coordinates benefits with another

45 CFR Subtitle A (10-1-08 Edition)

health plan (or another payer), it must
store the coordination of benefits data
it needs to forward the standard trans-
action to the other health plan (or
other payer).

(c) Code sets. A health plan must
meet each of the following require-
ments:

(1) Accept and promptly process any
standard transaction that contains
codes that are valid, as provided in sub-
part J of this part.

(2) Keep code sets for the current bill-
ing period and appeals periods still
open to processing under the terms of
the health plan’s coverage.

§162.930 Additional rules for health
care clearinghouses.

When acting as a business associate
for another covered entity, a health
care clearinghouse may perform the
following functions:

(a) Receive a standard transaction on
behalf of the covered entity and trans-
late it into a nonstandard transaction
(for example, nonstandard format and/
or nonstandard data content) for trans-
mission to the covered entity.

(b) Receive a nonstandard trans-
action (for example, nonstandard for-
mat and/or nonstandard data content)
from the covered entity and translate
it into a standard transaction for
transmission on behalf of the covered
entity.

§162.940 Exceptions from standards to
permit testing of proposed modi-
fications.

(a) Requests for an exception. An orga-
nization may request an exception
from the use of a standard from the
Secretary to test a proposed modifica-
tion to that standard. For each pro-
posed modification, the organization
must meet the following requirements:

(1) Comparison to a current standard.
Provide a detailed explanation, no
more than 10 pages in length, of how
the proposed modification would be a
significant improvement to the current
standard in terms of the following prin-
ciples:

(i) Improve the efficiency and effec-
tiveness of the health care system by
leading to cost reductions for, or im-
provements in benefits from, electronic
health care transactions.
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(ii) Meet the needs of the health data
standards user community, particu-
larly health care providers, health
plans, and health care clearinghouses.

(iii) Be uniform and consistent with
the other standards adopted under this
part and, as appropriate, with other
private and public sector health data
standards.

(iv) Have low additional development
and implementation costs relative to
the benefits of using the standard.

(v) Be supported by an ANSI-accred-
ited SSO or other private or public or-
ganization that would maintain the
standard over time.

(vi) Have timely development, test-
ing, implementation, and updating pro-
cedures to achieve administrative sim-
plification benefits faster.

(vii) Be technologically independent
of the computer platforms and trans-
mission protocols used in electronic
health transactions, unless they are ex-
plicitly part of the standard.

(viii) Be precise, unambiguous, and as
simple as possible.

(ix) Result in minimum data collec-
tion and paperwork burdens on users.

(x) Incorporate flexibility to adapt
more easily to changes in the health
care infrastructure (such as new serv-
ices, organizations, and provider types)
and information technology.

(2) Specifications for the proposed modi-
fication. Provide specifications for the
proposed modification, including any
additional system requirements.

(3) Testing of the proposed modification.
Provide an explanation, no more than 5
pages in length, of how the organiza-
tion intends to test the standard, in-
cluding the number and types of health
plans and health care providers ex-
pected to be involved in the test, geo-
graphical areas, and beginning and end-
ing dates of the test.

(4) Trading partner concurrences. Pro-
vide written concurrences from trading
partners who would agree to partici-
pate in the test.

(b) Basis for granting an exception. The
Secretary may grant an initial excep-
tion, for a period not to exceed 3 years,
based on, but not limited to, the fol-
lowing criteria:

(1) An assessment of whether the pro-
posed modification demonstrates a sig-

§162.1000

nificant improvement to the current
standard.

(2) The extent and length of time of
the exception.

(3) Consultations with DSMOs.

(c) Secretary’s decision on exception.
The Secretary makes a decision and
notifies the organization requesting
the exception whether the request is
granted or denied.

(1) Ezxception granted. If the Secretary
grants an exception, the notification
includes the following information:

(i) The length of time for which the
exception applies.

(ii) The trading partners and geo-
graphical areas the Secretary approves
for testing.

(iii) Any other conditions for approv-
ing the exception.

(2) Ezxception denied. If the Secretary
does not grant an exception, the notifi-
cation explains the reasons the Sec-
retary considers the proposed modifica-
tion would not be a significant im-
provement to the current standard and
any other rationale for the denial.

(d) Organization’s report on test results.
Within 90 days after the test is com-
pleted, an organization that receives
an exception must submit a report on
the results of the test, including a cost-
benefit analysis, to a location specified
by the Secretary by notice in the FED-
ERAL REGISTER.

(e) Extension allowed. If the report
submitted in accordance with para-
graph (d) of this section recommends a
modification to the standard, the Sec-
retary, on request, may grant an exten-
sion to the period granted for the ex-
ception.

Subpart J—Code Sets

§162.1000 General requirements.

When conducting a transaction cov-
ered by this part, a covered entity
must meet the following requirements:

(a) Medical data code sets. Use the ap-
plicable medical data code sets de-
scribed in §162.1002 as specified in the
implementation specification adopted
under this part that are valid at the
time the health care is furnished.

(b) Nonmedical data code sets. Use the
nonmedical data code sets as described
in the implementation specifications
adopted under this part that are valid
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at the time the transaction is initi-
ated.

§162.1002 Medical data code sets.

The Secretary adopts the following
maintaining organization’s code sets as
the standard medical data code sets:

(a) For the period from October 16,
2002 through October 15, 2003:

(1) International Classification of Dis-
eases, 9th Edition, Clinical Modification,
(ICD-9-CM), Volumes 1 and 2 (including
The Official ICD-9-CM Guidelines for
Coding and Reporting), as maintained
and distributed by HHS, for the fol-
lowing conditions:

(i) Diseases.

(ii) Injuries.

(iii) Impairments.

(iv) Other health problems and their
manifestations.

(v) Causes of injury, disease, impair-
ment, or other health problems.

(2) International Classification of Dis-
eases, 9th Edition, Clinical Modification,
Volume 3 Procedures (including The Offi-
cial ICD-9-CM Guidelines for Coding
and Reporting), as maintained and dis-
tributed by HHS, for the following pro-
cedures or other actions taken for dis-
eases, injuries, and impairments on
hospital inpatients reported by hos-
pitals:

(i) Prevention.

(ii) Diagnosis.

(iii) Treatment.

(iv) Management.

(3) National Drug Codes (NDC), as
maintained and distributed by HHS, in
collaboration with drug manufacturers,
for the following:

(i) Drugs

(ii) Biologics.

(4) Code on Dental Procedures and No-
menclature, as maintained and distrib-
uted by the American Dental Associa-
tion, for dental services.

(5) The combination of Health Care
Financing Administration Common Proce-
dure Coding System (HCPCS), as main-
tained and distributed by HHS, and
Current Procedural Terminology, Fourth
Edition (CPT-4), as maintained and dis-
tributed by the American Medical As-
sociation, for physician services and
other health care services. These serv-
ices include, but are not limited to, the
following:

(i) Physician services.
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(ii) Physical and occupational ther-
apy services.

(iii) Radiologic procedures.

(iv) Clinical laboratory tests.

(v) Other medical diagnostic proce-
dures.

(vi) Hearing and vision services.

(vii) Transportation services includ-
ing ambulance.

(6) The Health Care Financing Admin-
istration Common Procedure Coding Sys-
tem (HCPCS), as maintained and dis-
tributed by HHS, for all other sub-
stances, equipment, supplies, or other
items used in health care services.
These items include, but are not lim-
ited to, the following:

(i) Medical supplies.

(ii) Orthotic and prosthetic devices.

(iii) Durable medical equipment.

(b) For the period on and after Octo-
ber 16, 2003:

(1) The code sets specified in para-
graphs (a)(1), (a)(2),(a)(4), and (a)(5) of
this section.

(2) National Drug Codes (NDC), as
maintained and distributed by HHS, for
reporting the following by retail phar-
macies:

(i) Drugs.

(ii) Biologics.

(3) The Healthcare Common Procedure
Coding System (HCPCS), as maintained
and distributed by HHS, for all other
substances, equipment, supplies, or
other items used in health care serv-
ices, with the exception of drugs and
biologics. These items include, but are
not limited to, the following:

(i) Medical supplies.

(ii) Orthotic and prosthetic devices.

(iii) Durable medical equipment.

[66 FR 50367, Aug. 17, 2000, as amended at 68
FR 8397, Feb. 20, 2003]

§162.1011 Valid code sets.

Each code set is valid within the
dates specified by the organization re-
sponsible for maintaining that code
set.

Subpart K—Health Care Claims or
Equivalent Encounter Information

§162.1101 Health care claims or equiv-
alent encounter information trans-
action.

The health care claims or equivalent
encounter information transaction is
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the transmission of either of the fol-
lowing:

(a) A request to obtain payment, and
the necessary accompanying informa-
tion from a health care provider to a
health plan, for health care.

(b) If there is no direct claim, be-
cause the reimbursement contract is
based on a mechanism other than
charges or reimbursement rates for
specific services, the transaction is the
transmission of encounter information
for the purpose of reporting health
care.

§162.1102 Standards for health care
claims or equivalent encounter in-
formation transaction.

The Secretary adopts the following
standards for the health care claims or
equivalent encounter information
transaction:

(a) For the period from October 16,
2002 through October 15, 2003:

(1) Retail pharmacy drug claims. The
National Council for Prescription Drug
Programs (NCPDP) Telecommuni-
cation Standard Implementation
Guide, Version 5, Release 1, September
1999, and equivalent NCPDP Batch
Standard Batch Implementation Guide,
Version 1, Release 0 February 1, 1996.
(Incorporated by reference in §162.920).

(2) Dental health care claims. The ASC
X12N 837—Health Care Claim: Dental,
Version 4010, May 2000, Washington
Publishing Company, 004010X097. (In-
corporated by reference in §162.920).

(3) Professional health care claims. The
ASC X12N 837—Health Care Claim: Pro-
fessional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X098. (Incorporated by
reference in §162.920).

(4) Institutional health care claims. The
ASC X12N 837—Health Care Claim: In-
stitutional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X096. (Incorporated by
reference in §162.920).

(b) For the period on and after Octo-
ber 16, 2003:

(1) Retail pharmacy drugs claims. The
National Council for Prescription Drug
Programs (NCPDP) Telecommuni-
cation Standards Implementation
Guide, Version 5, Release 1, September
1999, and equivalent NCPDP Batch
Standards Batch Implementation

§162.1201

Guide, Version 1, Release 1, (Version
1.1), January 2000, supporting
Telecomunication Version 5.1 for the
NCPDP Data Record in the Detail Data
Record. (Incorporated by reference in
§162.920).

(2) Dental, health care claims. The ASC
X12N 837—Health Care Claim: Dental,
Version 4010, May 2000, Washington
Publishing Company, 004010X097. and
Addenda to Health Care Claim: Dental,
Version 4010, October 2002, Washington
Publishing Company, 004010X097A1. (In-
corporated by reference in §162.920).

(3) Professional health care claims. The
ASC X12N 837—Health Care Claims:
Professional, Volumes 1 and 2, Version
4010, may 2000, Washington Publishing
Company, 004010X098 and Addenda to
Health Care Claims: Professional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010x098A1. (Incorporated by ref-
erence in §162.920).

(4) Institutional health care claims. The
ASC X12N 837—Health Care Claim: In-
stitutional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X096 and Addenda to
Health Care Claim: Institutional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010X096A1. (Incorporated by ref-
erence in §162.920).

[68 FR 8397, Feb. 20, 2003; 68 FR 11445, Mar. 10,
2003]

Subpart L—Eligibility for a Health
Plan

§162.1201 Eligibility for a health plan
transaction.

The eligibility for a health plan
transaction is the transmission of ei-
ther of the following:

(a) An inquiry from a health care
provider to a health plan, or from one
health plan to another health plan, to
obtain any of the following informa-
tion about a benefit plan for an en-
rollee:

(1) Eligibility to receive health care
under the health plan.

(2) Coverage of health care under the
health plan.

(3) Benefits associated with the ben-
efit plan.

(b) A response from a health plan to
a health care provider’s (or another
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health plan’s) inquiry described in
paragraph (a) of this section.

§162.1202 Standards for eligibility for
a health plan transaction.

The Secretary adopts the following
standards for the eligibility for a
health plan transaction:

(a) For the period from October 16,
2002 through October 15, 2003:

(1) Retail pharmacy drugs. The Na-
tional Council for Prescription Drug
Programs Telecommunications Stand-
ards Implementation Guide, Version 5,
Release 1, September 1999, and equiva-
lent NCPDP Batch Standards Batch
Implementation Guide, Version 1, Re-
lease 0, February 1, 1996. (Incorporated
by reference in §162.920).

(2) Dental, professional, and institu-
tional health care eligibility benefit in-
quiry and response. The ASC X12N 270/
271—Health Care Eligibility Benefit In-
quiry and Response, Version 4010, May
2000, Washington Publishing Com-
pany,004010X092. (Incorporated by ref-
erence in §162.920).

(b) For the period on and after Octo-
ber 16, 2003:

(1) Retail pharmacy drugs. The Na-
tional Council for Prescription Drug
Programs Telecommunication Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1), September 1999,
and equivalent NCPDP Batch Standard
Batch Implementation Guide, Version
1, Release 1 (Version 1.1), January 2000
supporting Telecommunications Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1) for the NCPDP
Data Record in the Detail Data Record.
(Incorporated by reference in §162.920).

(2) Dental, professional, and institu-
tional health care eligibility benefit in-
quiry and response. The ASC X12N 270/
271—Health Care Eligibility Benefit In-
quiry and Response, Version 4010, May
2000, Washington Publishing Company,
004010X092 and Addenda to Health Care
Eligibility Benefit Inquiry and Re-

sponse, Version 4010, October 2002,
Washington Publishing Company,
004010X092A1. (Incorporated by ref-

erence in §162.920).

[68 FR 8398, Feb. 20, 2003; 68 FR 11445, Mar. 10,
2003]
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Subpart M—Referral Certification
and Authorization

§162.1301 Referral certification and
authorization transaction.

The referral certification and author-
ization transaction is any of the fol-
lowing transmissions:

(a) A request for the review of health
care to obtain an authorization for the
health care.

(b) A request to obtain authorization
for referring an individual to another
health care provider.

(c) A response to a request described
in paragraph (a) or paragraph (b) of
this section.

§162.1302 Standards for referral cer-
tification and authorization trans-
action.

The Secretary adopts the following
standards for the referral certification
and authorization transaction:

(a) For the period from October 16,
2002, through October 15, 2003: The ASC
X12N 278—Health Care Services Re-
view—Request for Review and Re-
sponse, Version 4010, May 2000, Wash-
ington Publishing Company,
004010X094. (Incorporated by reference
in §162.920).

(b) For the period on and after Octo-
ber 16, 2003:

(1) Retail pharmacy drug referral cer-
tification and authorization. The NCPDP
Telecommunication Standard Imple-
mentation Guide, Version 5, Release 1
(Version 5.1), September 1999, and
equivalent NCPDP Batch Standard
Batch Implementation Guide, Version
1, Release 1 (Version 1.1), January 2000,
supporting Telecommunications Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1) for the NCPDP
Data Record in the Detail Data Record.
(Incorporated by reference in §162.920).

(2) Dental, professional, and institu-
tional referral certification and authoriza-
tion. The ASC X12N 278—Health Care
Services Review—Request for Review
and Response, Version 4010, May 2000,
Washington Publishing Company,
004010X094 and Addenda to Health Care
Services Review—Request for Review
and Response, Version 4010, October
2002, Washington Publishing Company,
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004010X094A1. (Incorporated by
erence in §162.920).

[68 FR 8398, Feb. 20, 2003]

ref-

Subpart N—Health Care Claim
Status

§162.1401 Health care claim
transaction.

status

A health care claim status trans-
action is the transmission of either of
the following:

(a) An inquiry to determine the sta-
tus of a health care claim.

(b) A response about the status of a
health care claim.

§162.1402 Standards for health care
claim status transaction.

The Secretary adopts the following
standards for the health care claim sta-
tus transaction:

(a) For the period from October 16,
2002 through October 15, 2003: The ASC
X12N-276/277 Health Care Claim Status
Request and Response, Version 4010,
May 2000, Washington Publishing Com-
pany, 004010X093. (Incorporated by ref-
erence in §162.920).

(b) For the period on and after Octo-
ber 16, 2003: The ASC XI12N-276/277
Health Care Claim Status Request and
Response, Version 4010, May 2000,
Washington Publishing Company,
004010X093 and Addenda to Health Care
Claim Status Request and Response,
Version 4010, October 2002, Washington
Publishing Company, 004010X093A1. (In-
corporated by reference in §162.920).

[68 FR 8398, Feb. 20, 2003]

Subpart O—Enroliment and
Disenroliment in a Health Plan

§162.1501 Enrollment and
disenrollment in a health plan
transaction.

The enrollment and disenrollment in
a health plan transaction is the trans-
mission of subscriber enrollment infor-
mation to a health plan to establish or
terminate insurance coverage.

§162.1502 Standards for enrollment
and disenrollment in a health plan
transaction.

The Secretary adopts the following
standards for the enrollment and

§162.1602

disenrollment in a health plan trans-
action.

(a) For the period from October 16,
2002 through October 15, 2003: ASC X12N
834—Benefit Enrollment and Mainte-
nance, Version 4010, May 2000, Wash-
ington Publishing Company,
004010X095. (Incorporated by reference
in §162.920).

(b) For the period on and after Octo-
ber 16, 2003: ASC X12N 834—Benefit En-
rollment and Maintenance, Version
4010, May 2000, Washington Publishing
Company, 004010X095 and Addenda to
Benefit Enrollment and Maintenance,
Version 4010, October 2002, Washington
Publishing Company, 004010X095A1. (In-
corporated by reference in §162.920).

[68 FR 8398, Feb. 20, 2003]

Subpart P—Health Care Payment
and Remittance Advice

§162.1601 Health care payment and re-
mittance advice transaction.

The health care payment and remit-
tance advice transaction is the trans-
mission of either of the following for
health care:

(a) The transmission of any of the
following from a health plan to a
health care provider’s financial institu-
tion:

(1) Payment.

(2) Information about the transfer of
funds.

(3) Payment processing information.

(b) The transmission of either of the
following from a health plan to a
health care provider:

(1) Explanation of benefits.

(2) Remittance advice.

§162.1602 Standards for health care
payment and remittance advice
transaction.

The Secretary adopts the following
standards for the health care payment
and remittance advice transaction.

(a) For the period from October 16,
2002 through October 15, 2003:

(1) Retail pharmacy drug claims and re-
mittance advice. The NCPDP Tele-
communication Standard Implementa-
tion Guide, Version 5 Release 1, Sep-
tember 1999, and equivalent NCPDP
Batch Standard Batch Implementation
Guide, Version 1 Release 0, February 1,
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1996. (Incorporated by reference in
§162.920).

(2) Dental, professional, and institu-
tional health care claims and remittance
advice. The ASC X12N 835—Health Care
Claim Payment/Advice, Version 4010,
May 2000, Washington Publishing Com-
pany, 004010X091. (Incorporated by ref-
erence in §162.920).

(b) For the period on and after Octo-
ber 16, 2003: Health care claims and remit-
tance advice. The ASC X12N 835—Health
Care Claim Payment/Advice, Version
4010, May 2000, Washington Publishing
Company, 004010X091, and Addenda to
Health Care Claim Payment/Advice,
Version 4010, October 2002, Washington
Publishing Company, 004010X091A1. (In-
corporated by reference in §162.920).

[68 FR 8398, Feb. 20, 2003]

Subpart @—Health Plan Premium
Payments

§162.1701 Health plan premium pay-
ments transaction.

The health plan premium payment
transaction is the transmission of any
of the following from the entity that is
arranging for the provision of health
care or is providing health care cov-
erage payments for an individual to a
health plan:

(a) Payment.

(b) Information about the transfer of
funds.

(c) Detailed remittance information
about individuals for whom premiums
are being paid.

(d) Payment processing information
to transmit health care premium pay-
ments including any of the following:

(1) Payroll deductions.

(2) Other group premium payments.

(3) Associated group premium pay-
ment information.

§162.1702 Standards for health plan
premium payments transaction.

The Secretary adopts the following
standards for the health care premium
payments transaction.

(a) For the period from October 16,
2002 through October 15, 2003: The ASC
X12N 820—Payroll Deducted and Other
Group Premium Payment for Insurance
Products, Version 4010, May 2000, Wash-
ington Publishing Company, 04010X061.
(Incorporated by reference in §162.920).
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(b) For the period on and after Octo-
ber 16, 2003: The ASC X12N 820—Payroll
Deducted and Other Group Premium
Payment for Insurance Products,
Version 4010, May 2000, Washington
Publishing Company, 004010X061, and
Addenda to Payroll Deducted and
Other Group Premium Payment for In-
surance Products, Version 4010, Octo-
ber 2002, Washington Publishing Com-
pany, 004010X061A1. (Incorporated by
reference in §162.920).

[68 FR 8399, Feb. 20, 2003]

Subpart R—Coordination of
Benefits

§162.1801 Coordination
transaction.

of Dbenefits

The coordination of benefits trans-
action is the transmission from any en-
tity to a health plan for the purpose of
determining the relative payment re-
sponsibilities of the health plan, of ei-
ther of the following for health care:

(a) Claims.

(b) Payment information.

§162.1802 Standards for coordination
of benefits information transaction.

The Secretary adopts the following
standards for the coordination of bene-
fits information transaction.

(a) For the period from October 16,
2002 through October 15, 2003:

(1) Retail pharmacy drug claims. The
National Council for Prescription Drug
Programs Telecommunication Stand-
ard Implementation Guide, Version 5,
Release 1, September 1999, and equiva-
lent NCPDP Batch Standard Batch Im-
plementation Guide, Version 1, Release
0, February 1, 1996. (Incorporated by
reference in §162.920).

(2) Dental health care claims. The ASC
X12N 837—Health Care Claim: Dental,
Version 4010, May 2000, Washington
Publishing Company, 004010X097. (In-
corporated by reference in §162.920).

(3) Professional health care claims. The
ASC X12N 837—Health Care Claim: Pro-
fessional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X098. (Incorporated by
reference in §162.920).

(4) Institutional health care claims. The
ASC X12N 837—Health Care Claim: In-
stitutional, Volumes 1 and 2, Version
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4010, May 2000, Washington Publishing
Company, 004010X096. (Incorporated by
reference in §162.920).

(b) For the period on and after Octo-
ber 16, 2003:

(1) Retail pharmacy drug claims. The
National Council for Prescription Drug
Programs Telecommunication Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1), September 1999,
and equivalent NCPDP Batch Standard
Batch Implementation Guide, Version
1, Release 1 (Version 1.1), January 2000,
supporting Telecommunications Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1) for the NCPDP
Data Record in the Detail Data Record.
(Incorporated by reference in §162.920).

(2) Dental health care claims. The ASC
X12N 837—Health Care Claim: Dental,
Version 4010, May 2000, Washington
Publishing Company, 004010X097 and
Addenda to Health Care Claim: Dental,
Version 4010, October 2002, Washington
Publishing Company, 004010X097A1. (In-
corporated by reference in §162.920).

(3) Professional health care claims. The
ASC X12N 837—Health Care Claim: Pro-
fessional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X098 and Addenda to
Health Care Claim: Professional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010X098A1. (Incorporated by ref-
erence in §162.920).

(4) Institutional health care claims. The
ASC X12N 837—Health Care Claim: In-
stitutional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X096 and Addenda to
Health Care Claim: Institutional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010X096A1. (Incorporated by ref-
erence in §162.920).

[68 FR 8399, Feb. 20, 2003]
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164.510 Uses and disclosures requiring an op-
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AUTHORITY: 42 U.S.C. 1320d-1320d-8 and sec.
264, Pub. L. No. 104-191, 110 Stat. 2033-2034 (42
U.S.C. 1320d-2 (note)).

SOURCE: 65 FR 82802, Dec. 28, 2000, unless
otherwise noted.
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